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HTTTT.fr. 651(31).—3^T TTTTT TTTRTft fTTT, 1945 TTT sffc HTlfTTTR#^ Tfd’F 
fTTHt TIT fdHfafeld TFT, HTTTR, STT^dfaTT', te 3^7 TJTHt sfafT TTTdfrl HTT^TTK 

Tt frn wrcf 3 TRt rr thttt TRrt I, ^nfrr fro tt t frr TftfcifrTT ttft ^ rf t f^r^TTFi 
strrfr sfrr thttt ttpett stWttt, 1940 (1940 ttt 23 ) Tit trt 33 T ttt ttt TifrTTT tit rrtr trT ir, 

fTTT ^ TTFRf F fTTT TTRT 3-fld W ^ TTT t, Tit RTT^TTl TERT TnfTcT TTtf H^t ^dfddTt F TJTTN-t 
TTT 3?fTfTTT T>t TTT 33T Tit TT-TRT (1) ^ ^^TTJTR TTTTfTTcT iTTTT ^TTcTT t 3Tk TTT^RT T^ Rjf^cT fTTTT 
WTT t frr TRTTpff WTT # TR TrfsRJTTT Tt TTTT7H Tit fclfa 3 f^tf Tit mf V TROT TT TTTEf 
TTT W tWTf TT ffTTTT iTTTT ^TT37TT I 
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2. fafafa 3TTT WT WWTf ta, 1945 -4, w4 TO ffaw fa WT 4 fafafafacT, faw 157 % 

totf 157 ftowto wfe- 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
[Department of Ayurveda, Yoga and Naturopathy* Unani, Siddha and Homoeopathy (AYUSH)] 

NOTIFICATION 

New Delhi, the 18th October, 2006 

G.S.R. 651 (E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 
1945 which the Central Government proposes to make without consultation with the Ayurvedic, Siddha and 
Unani Drugs Technical Advisory Board, as it is of opinion that circumstances have arisen which render it 
necessary to make rule without such consultation, in exercise of the powers conferred by Section 33-N of the 
Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by sub-section (1) of Section 33-N 
of the said Act tor the information of all persons likely to be affected thereby and notice is hereby given that the 
said draft rules shall be taken into consideration after the expiry of a period of fortyfive days from the date of 
publication of this notification in the Official Gazette. 


Objections or suggestions, if any, be addressed to the Secretary, Department of 
Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homeopathy (AYUSH), Ministry of Health 
and Family Welfare, Indian Red Cross Society' Building, New Delhi-110001; 

Any objection or suggestion, which may be received from any person with respect to the 
said draft rules within the period specified above, a ill be taken into consideration by the Central 
Government. 

DRAFT RULES 

1. (1) These rules maybe called the Drug and Cosmetics ( Amendment) Rules, 2006. 

(2) They shall come into force from the date of their final publication in the Official 

Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, herein referred to as the said rules, after rule, 

157, a new rule 157 A shall be inserted, namely:- 

“ 157A. Maintaining of records of raw material used by each licensed manufacturing unit 
of Ayurveda, Siddha and Unani drugs in the preceding financial year. 

Each licensed manufacturing unit of Ayurveda or Siddha or Unani drugs shall be 
required to keep record of raw material used by each licensed manufacturing unit of 
Ayurveda, Siddha and Unani drugs in the preceding financial year and to submit record 
in the proforma given in schedule T-l in respect of all raw' materials utilized by that unit 
in the manufacture of Ayurveda or Siddha or Unani drugs in the preceding financial year, 
by the 30 th day of June of the succeeding financial year with the State Drug Licensing 
Authority' of Ayurveda or Siddha or Unani drugs and National Medicinal Plants Board or 
any agency nominated by the National Mcikcinal Plant Board for this purpose.” 

3. In the said rules, after Schedule T, following Schedule shall be inserted,^namely 
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“Schedule T-I 
(See Rule 157 A) 

Form for record of utilization of raw material by Ayurveda or 
Siddha or Unani licensed manufacturing units during the 
financial year. 


Identification Particulars: 


Manufacturing License No.:. 
Issued by:. 


Name: 

Address: 

State: 

Tele.: 

Email: 


Pin Code: j 
FaxH" 


Quantity of Medicinal Piants/Extracts/Essentiai Oils/Metals/Animal By-Products/ 
Minerals Used During I s ' April. 2005 - 31 s1 March, 2006 (For Productions at the identified facility) 


(a). Herb:. Used 


Common j 

Plant's 

Guantity 

Name as in j 

Botanical 

1 Used/per Tm- 


AF! / API* 


Kgs ) I Marufa tors 
ctu r ers 


impor- I Total 
ter | 

Whole 

plants 

[ 


Parts Used (in Percent)® __ 

Bark j Root I Leaf ■ Others 








-.]--j" 



\ [ 


T. 


Ayurvedic Formulary of India / Ayurvedic Pharmacopoeia of India @Percenl of total quantity 

(b). F ixtracts Used __ _____ _ _ 

Name of Extracts Quantity Sources of Supply (in Percent)® 


__ Name of Extracts _ Quantity j Sources of Supply (in Percent)® 

Common Name as I Botanicai Name Used/per | 

inAFI/API* | annum (in Manufacturers of extracts I | importers Total 

_| i Kgs.) traders (domestic) j 
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* Ayurvedic Formulary of India / Ayurvedic Pharmacopoeia of India 


(c) Metals/Minerals Used 


Name of Mineral ! 

Quantity 
Used / per 
annum (in 
Kgs.) 

Sources of Supply (in Percent)® 

Common Name 

Chemical Name 

Manufacturers Traders 
(domestic) 

Importers 

Total 





1 












































! I 






(a )Percent of total quantity 


(d), Animal By-Products Used 


Name of By-Product 

Quantity 
Used / per 
annum (in 
Kgs.) 

Sources of Supply (in Percent)® 

Common Name 

Biological / 
Chemical Name 
(if any) 

Manufacturers Traders 
(domestic) 

importers 

Total 

L • 






■ 








~ 








J 





















_ 








Z _ 




@ Percent of total quantity 


2. Breakdown of Total Turnover. 


(in lakhs) 


Ayurvedic Medicines 

Siddha Medicines 

Unani Medicines 

Classical 

Proprietary 

Classical 

Proprietary 

Classical 

Proprietary 

__ 

hi 







3. Shortage of raw rnaterial(s)/ inputs during 1 st April, 2005 -31 s ' March 2006. 



No 


If yes, please indicate name(s) of such raw material(s) by level of importance starting from most important to least 
important, reason for shortage [availability, quality or any other (please specify)] 
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Name^f Raw Material _ Appro. ' 

i Name of the Biological / i Qty. of J 

drug and part ; Chemical Name shortage j 
used as \ (if any) i (in Kgs.) ' 

! mentioned in i , 

official [ ! 

j formulary/Pharm j , 1 

j acopoeial/Sched J j 

ule I books j i 



Reason 


1 


i 

i 

i 


i 


H 


[No. K.-11020/2/2006-DCC (AYUSH)] 
SHIV BAS ANT, Jt. Secy. 

Foot Note : The principal rules were published in the Gazette oi India vide Notification Number F. 28-10/45-H (1), 
dated the 21st December, 1945 and subsequently amended vide notification numbers. 
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